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DETAILED ACTION 
Claim Rejections - 35 USC §112 

1 . The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-19 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for the use of certain soluble ingredients from a 
microorganism as an adjuvant, does not reasonably provide enablement for the use of 
any soluble ingredient of a microorganism. It is recognized in the art that certain soluble 
ingredients of a microorganism act as an immunoadjuvant and some do not. Barot- 
Ciorbaru.et.al. (Int.J.lmmunopharmacol. 1 6(5-6):469-73, 1994) has demonstrated that 
bacterial extracts are a source of immunostimulating substances, however only certain 
soluble extracts possess immunomodulatory activity. Further, the immunostimulating 
extracts differ in solubility and different fractions have different actions on the immune 
systems. The applicant has not specified the fraction of the soluble ingredient that will 
function as an immunoadjuvant. The specification does not enable any person skilled in 
the art to which it pertains, or with which it is most nearly connected, to use the 
invention commensurate in scope with these claims. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ohno.et.al (CA/2362578 A1) and Ravindernath.et.al. (Pat No: 6218166 B1). 

Claims 1-7 and 9-19 are drawn to an immunoadjuvant comprising of a fragment 
prepared from a solid material selected from a formalin-fixed tissue and/or a cell of an 
animal including a human wherein a soluble ingredient derived from a microorganism is 
immobilized to the said fragment. Ohno.et.al (CA/2362578 A1) teaches a tumor vaccine 
comprising of microparticles prepared from a solidified tumor material selected from a 
tumor tissue and/or tumor cell and a cytokine (Pg 5). The tumor material is solidified 
using any fixing agent including formalin (Pg 7). The tumor vaccine also contains an 
adjuvant, any substance that is known to be effective as an adjuvant including the 
bacterial derivatives, i.e. soluble ingredient from microorganisms (Pg 9). However, 
Ohno.et.al do not teach immobilization of the bacteria derived immunoadjuvant on the 
solidified tumor tissue. 

Ravindernath.et.al. (Pat No: 6218166 B1) teaches immobilization of bacteria 
derived, soluble adjuvant, Monophosphoryl lipid A (MPL) into an intracellular 
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compartment or to the outer membrane of an intact cell (Pg 3 and 5). The soluble 
adjuvant (MPL) was immobilized to intact cells (Pgs 4 and 5). 

One of ordinary skill in the art at the time the invention was made would have 
been motivated to immobilize a bacterial adjuvant taught by Ravindernath.et.al. to the 
formalin fixed tissue taught by Ohno.et.al. with a reasonable expectation of success, 
because Ravindernath.et.al. teaches that incorporation of bacteria derived, soluble 
immunoadjuvant elicits immune responses against tumor antigens and prolongs survival 
and Ohno.et.al's invention taught that the vaccine comprising solidified tumor material is 
easy to handle and is widely applicable. Therefore it is obvious that combinations of 
both inventions would be a success. 

With respect to claims 8 it is noted that Ohno.et.al. additionally teaches that the 
vaccine can be administered to the patient from whom the solidified material is derived 
and to a different patient bearing a tumor that contains the same or relative species of a 
tumor antigen as contained in the tumor material (Pg,10). Thus it would have been 
obvious to those of ordinary skill in the art that the composition suggested by the 
combination of Ohno.et.al and Ravindernath.et.al. could also be administered to such 
patient population. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
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obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longh 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1-5,7 and 9-19 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1,3,6,7 and 17- 
19 of copending Application No. 09890266 in view of Ohno.et.al and Ravindernath.et.al. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because claims 1 ,3,6,7 and 17-19 of copending Application No. 09890266 
are drawn to a vaccine comprising of a fragment of solidified, chemically fixed tumor 
tissue or cell, at least one cytokine and an adjuvant. The adjuvant is any substance that 
can induce immune response including a bacteria derived adjuvant such as BCG. The 
present claims are different from the copending application; in the present application 
the soluble ingredient (immunoadjuvant) from a microorganism is immobilized to the 
solidified tumor tissue that is fixed by formalin, while in the copending application the 
solidified tumor tissue that is fixed with any chemical is mixed with an isolated cytokine 
and any adjuvant. 
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However, Ohno.et.al teaches a tumor vaccine comprising of microparticles 
prepared from a solidified tumor material selected from a tumor tissue and/or tumor cell 
and a cytokine (Pg 5). The tumor material is solidified using any fixing agent including 
formalin (Pg 7). The tumor vaccine contains an adjuvant, any substance that is known 
to be effective as an adjuvant including the bacterial derivatives (Pg 9). Thus it would 
be obvious to use formalin as a tissue fixative. However, Ohno.et.al do not teach 
immobilization of the bacteria derived immunoadjuvant on the solidified tumor tissue. 

Ravindernath.et.al. teaches immobilization of the soluble, bacterial extract, 
Monophosphoryl lipid A (MPL) into an intracellular compartment or to the outer 
membrane of an intact cell (Pg 3). The adjuvant (MPL) was immobilized to intact cell by 
incubating the cells in an adjuvant-suspended culture media containing adjuvant at 
higher levels than normal solubility level (Pgs 4 and 5). Therefore, it would be obvious 
to immobilize the bacterial extract to formalin fixed tumor tissue. 

Barot-Ciorbaru.R. (lnt.J.lmmunopharm.16: 469-473, 1994) and Baker.et.al 
(Adv.Experimental Medicine and Biology, 319: 31-38, 1992) are cited as of interest for 
showing that only certain bacterial fractions are source of immunostimulating 
substances and they differ in their solubility, Baker.et.al. showed that MPL was well 
known as a soluble ingredient derived from a bacterium. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anu Waghray whose telephone number is 571-272- 
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0235. The examiner can normally be reached on Monday-Thursday,7.30AM- 
5.00PM,Est. alt.Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mary Mosher can be reached on 571-272-0906. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




MARY MOSHER 
SUPERVISORY PATENT EXAMINER 



